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REMARKS 

Favorable reconsideration of the subject application j» respectfully requested in view of 
the above amendments and the following remarks. This Amendment and Reply to the final 
Office Action mailed April 12, 2005 is being filed within the 3-month shortened statutory period 
Applicants note that this application has been granted Speviai Status and respectfully request 
that the Examiner expedite her review of this Amendment and Keply. 

Independent claim 32 has been amended to delete language that was deemed to be 

indefimte and to add language specifying that the antiseptic co mposition is packaged in a sterile 

and pyrogen-free form. This subject matter was previously recited in claim 44. which was 

dependent on claim 32. Claim 44 has consequently been amended to remove the dependency on 
claim 32. 

Claim 40 has been amended to substitute the tern- "active substance" for the term 
"agent," which was deemed indefinite. The term "active s^tance" is recited in applicants' 
specification, for example, at page 15, lines 14 and 27 in conation with the subject matter of 
claim 40, 

Independent claim 54 has been cancelled for purposes of expediting the allowance of the 
other pending claims and without prejudice to applicants' ability to present this claim or similar 
claims in the future. The dependency of dependent claims 34 37. 39. 40, 42, 44, 46 and 47 has 
consequently been amended to delete reference to claim 54. 

Independent claim 55 has been amended to specify flu, the solvent comprises saline 
Tms subject matter was previously recited in claim 39, which w» dependent on claim 55. Claim 
39 consequently has been amended to remove the dependency or., claim 55. 

Independent claim 56 has been amended to delete referee to the lock flush composition 
being "safe," which was deemed to be indefinite, and to specify that the lock flush composition 
is sterile and pyrogen-free. This subject matter is recited in cldm 44, which was previously 
dependent on claim 56. Claim 44 has consequently been amend,: to remove the dependency on 
claim 56. 

Claims 32, 34, 37, 39-42, 44-47, 55 and 56 are pending, with claims 32, 55 and 56 being 
m independent claim format. The claim amendments presented at»ve do not introduce any new 
previously unclaimed subject matter and, applicants urge, are appropriate after final rejection.' 
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The amendment after final rejection, applicants submit, pi ices the claims in condition for 
allowance. If the Examiner deems that the claims are not it, allowable condition, applicants- 
request entry of the above amendments to place the claims fc better form for consideration on 
appeal. 



Claim Objections 

The Examiner objected to Claim 56 because the term in" in line 5 of the claim is used 
twice. This is not in error. The term "in-dwelling access carters" is a term of art that means 
access catheters that are permanently or semi-permanently ir stalled in a patient. Applicants' 
claimed lock flush compositions arc biocompatible for use in ruch (in-dwelling) permanently or 
semi-permanently installed devices. Applicants submit that correction is not required. 

The Examiner also objected that claims 34, 37, 39, 40, <-2, 44, 45, 46 and 47 depend on 
higher-numbered claims such as 54, 55 and 56. This is necessary since newly added claims must 
be numbered consecutively from the previously added and cohered claims. Prior to issuance, 
the claims will be renumbered. Applicants submit that correctic a is not required. 

Claim Rejections - 35 VSC §1 U 

The word "safe" in claims 32 and 56 was deemed vagus and subjective. Claims 32 and 
56, and the claims dependent thereon, were consequently rejected for failing to particularly point 
out and distinctly claim the subject matter of applicants' inventim. Applicants do not acquiesce 
in this rejection but, for purposes of expediting prosecution and allowance of the pending claims, 
have eliminated the word "safe" from claims 32 and 56. 

The word "modest" in claim 32 was deemed to be a relanve term that rendered the claim 
indefinite. Claims 32 and the claims dependent thereon were c^equently rejected for failing to 
particularly point out and distinctly claim the subject matter of applicants' invention. Applicants 
do not acquiesce in this rejection but, for purposes of expediting prosecution and allowance of 
the pending claims, have eliminated the word "modest" from clai rc. 32. 

Claim 40 was rejected on the basis of its use of the term ' substantially" and for its use of 
the term "agent." The term "agent" has been replaced with the :enn "active substance," which is 
used in the specification at page 15. lines 14 and 27. Non-limiting examples of active 
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substances, such as other antimicrobial or biocidal oonpnacj* proteolytic agents, and the like 
that don't deleteriously affect the activity and/or stability o.: the EDTA salt(s) are cited in 
applicants' specification, for example, at the paragraph spanmig pages 15 and 16. Applicants 
submit that the term "active substance" is definite as it is used U applicants' pending claims. 

The term "substantially" is used in claim 40 in the oottext of the claimed composition 
being "substantially free from an active substance other than m !2DTA salt(s)" having a specified 
level of anti-microbial and/or antifungal activity. A cursory S ,nvey of the Delphion U.S. Patent 
database indicates that the terminology "substantially free frW is used in the claims of 3,313 
issued U.S. patents in the Delphion database in a wide range of technology areas. A small 
sample of issued U.S. Patents having claims and specifications incorporating the tenmnology 
"substantially free from" is presented in tabular forai in Ex It-it A. Exhibit A references the 
specific claims that use "substantially free from" language and references where the language is 
used in the specification. Copies of these U.S. Patents will be provided to the Examiner 
promptly upon her request. 

It is clear from the patents cited in Exhibit A that the terminology "substantially free 
from" is considered to be definite with respect to a broad range of subject matter without 
requiring explanation or further definition in the specification. Applicants submit that one 
having ordinary skill in the art of antiseptic compositions ar d lock flush compositions would 
know and understand what is encompassed by the claims,! antiseptic composition being 
"substantially free from" other active substances having substantial antimicrobial and/or anti- 
fungal activity. Substantial antimicrobial and/or anti-fungal activity, in this context, means anti- 
microbe and/or antifungal activity that is at least 50% of the mti-microbial and/or antifungal 
aenvity of a sodium EDTA salt(s) composition in aqueous solmion at a concentration of 4 0% 
(w.v)atapHof 10.5 

Applicants submit that the pending claims par iadarly point out and distinctly 
claim the subject matter of applicants' invention and fully satisfv the requirements of 35 U S C 
§112. ' ' ' 
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Claim Rejections- 35 U.S.C §102(b)- Kurginski and 35 U.S.C. §103 
Claims 32. 34, 37, 40-42, 45 and 54-56 were finally reacted under 35 U.S.C. § 102(b) as 
being anticipated by Kurginski (GB i 279 148). Applicants specifically do not acquiesce in this 
prior art rejection and have presented amended claims to excite prosecution and allowance of 
claims rather than to correct deficiencies in the previously pending claims. 

Applicants' independent claims 32, 55 and 56 have been amended to introduce additional 
subject matter or to provide clarification and thereby remove Kurginski from consideration as a 
102(b) anticipating reference. Specifically, the Examiner noies. that Kurginski fails to recite: (i) 
a saline carrier for the EDTA injection; (ii) employment of the composition in a sterile, pyrogen- 
free form; and (iii) employment of the composition in a sterile condition in a preftlled syringe. 

Based on the Examiner's outstanding rejections, independent claims 32 and 56, amended 
to incorporate subject matter from claim 44, would be subject to the obviousness rejection of 
claim 44 - that is, independent claims 32 and 56 would allegedly be obvious in view of 
Kurginski and Remington's Pharmaceutical Sciences. Based, on the Examiner's outstanding 
rejections, independent claim 55, amended to incorporate subject matter from claim 39, would be 
subject to the obviousness rejection of claim 39 - that is, claim 55 would allegedly be obvious in 
view of Kurginski and Remington 's Pharmaceutical Sciences. These rejections are respectfully 
traversed. 

Kurginski discloses an industrial cleaning solution for m- in the sanitary maintenance of 
toilet facilities. Applicants disagree with the Examiner's characterization of Kurginski, in that 
she alleges it teaches a method for cleaning soils that accumulate in toilets and sanitary facilities 
due to bacterial and fungal growth by applying a cleaning imposition to the surface. The 
Kurginski invention relates to a cleaning composition useful for releasing the particular soils that 
tend to accumulate in toilets and similar sanitary facilities. page 1, lines 12-15.) Three 
types of "soils" are problematic in the management of sanifcuy facilities and are targeted for 
cleaning by the Kurginski composition: (1) mineral-like deposit, that accumulate on and adhere 
to toilet surfaces (See, page 1, lines 22-48); (2) closely adherent fecal matter (See, page 1, lines 
49-57); and (3) rust (See, page 1, lines 58-62). 

These soils may provide a site for bacterial and fungal pyvih (See, page 1, lines 60-62.) 
and the growth of the microorganisms over a period of several weeks, may constitute another soil 
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problem. Applicants submit, however, that Kurginski is not directed to and would not be 
perceived by one of ordinary skill in the art as teaching flu. removal or reduction of microbial 
growth per se. Applicants do not perceive any teaching or suggestion, in Kurginski. that 
Kurginski'* composition would function, or is intended to function, to reduce or eliminate 
microbial populations, other than incidentally as a result of the removal of the other soils which 
may provide a site for growth of microbial and fungal populations. In fact, Kurginski teaches 
that, when desired, a germicide can be added to a composite of the invention to disinfect or 
sterilize surfaces (See, page 3, lines 74-76). This teaching would suggest that the Kurginski 
composition does not have a germicidal or bactericidal effect ud one of ordinary skill in the art 
would not look to the compositions of Kurginski to provide a bactericidal effect in any 
application or setting. 

Remington's Pharmaceutical Sciences discloses that sjmges are instruments intended for 
injection of liquids into the body or its cavities and describes different types of syringes 
Applicants agree that hypodermic syringes are well known aid that pyrogen-free solutions and 
saline solutions are conventionally used for compositions intended for human or animal 
therapeutic or diagnostic injection. 

Applicants submit that Kurginski and Remington's Pharmaceutical Sciences are not 
properly combinable under 35 U.S.C. §103 because they are r on-analogous prior art references 
Hie Examiner must determine what is "analogous prior art" ft,, the purpose of analyzing the 
obviousness of the subject matter at issue. MPEP §214J.0l(a). If the general scope of a 
reference is outside the pertinent field of endeavor, the reference may be considered analogous 
art if subject matter disclosed therein is relevant to the particular problem with which the 
mventor is involved. Id. And, a prior art reference must be considered in its entirety, i.e, as a 
whole, including portions that would lead away from the claimed invention. MPEP 2141.02. 

As discussed above, Kurginski teaches a composition tha.: i s useful for the removal of the 
hard, stone-like deposits resulting from urine, for the removal a? surely adherent and perhaps 
dried fecal matter, and for the control of accumulation of rust n toilets and similar sanitary 
facilities. Remington Pharmaceutical Sciences discloses general information relating to 
hypodermic equipment, such as syringes that are used to admirmto medication subcutaneously, 
intradermally, intravenously or intramuscularly. 
13317.10O1CIP 9/11 
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Remington Pharmaceutical Sciences is relevant to the particular problem with which the 
applicants are involved, to the extent that applicants' Aseptic compositions may be 
administered using prefilled syringes. Kurginski. howevsr, is wholly outside the field of 
applicants' endeavor. Kurginski is not directed to P reveu;Ug, reducing and/or eliminating 
bacterial infection; rather, it is directed to removing hard a*], securely adherent material from 
toilets. Combination of the Kurginski and Remington Pharmaceutical Sciences references is 
improper because they are non-analogous prior art. 

If the combination of Kurginski with Remington Pharmaceutical Sciences is deemed 
proper, applicants submit that the Examiner has not and canno : establish a prima facie case of 
obviousness. To establish a prima facie case of obviousness, three basic criteria must be met. 
First, there must be some suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the at, to modify the reference or to 
combine reference teachings. Second, there must be a r^sonable expectation of success. 
Finally, the prior art reference (or references when combined) must teach or suggest all the claim 
limitations. MPEP §2143. The mere fact that references can be combined or modified does not 
render the resultant combination obvious unless the prior art ib*. suggests the desirability of the 
combination. Id. Applicants submit that the Examiner has ne t established * prima facie mo oi 
obviousness. 

The Examiner argues that it would have been obvious to .% person of ordinary skill in the 
art to be motivated to employ the claimed compositions without pyrogens, and with a carrier 
such as saline solutions as is conventional with therapeutic regimen, and with conventional 
sterile protocols. Had a person of ordinary skill in the art known that the claimed compositions 
were useful in conventional therapeutic or diagnostic regimens, applicants may agree with the 
Examiner. Absent applicants' discovery and teachings, howev,*, no one would have known that 
the claimed compositions were useful for any therapeutic or diagnostic regimen. One of 
ordinary skill in the art would certainly not have been led or motivated to prepare or use the 
claimed compositions in a conventional sterile therapeutic or di ; *r ostic manner by any teachings 
of Kurginski. There is no suggestion in either Kurginski or Remington Pharmaceutical Sciences 
for any such combination, nor would there be any expectation of success in view of the prior art 
references cited. 

133I7,1001CIP 10/JJ 
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In particular, applicants submit that no one would hive been motivated to use the toilet 
cleaning compositions ofKurginski in a sterile, pyrogen-frce torn or with a carrier such as saline 
or packaged in a sterile single-use vial or a prefilled syringe Certainly one would not be 
motivated to use the use the toilet cleaning compositions of Kurginski in a sterile, pyrogen-free 
form, or with a carrier such as saline, or packaged in a ster.le single-use vial or a prefilled 
syringe, for purposes of removing hardened deposits fhm, toilet surfaces. Furthermore, 
applicants do not perceive, based on the teachings of Kurginski £l nd Remington * Pharmaceutical 
Sciences, that one would be motivated to use the toilet cleaning compositions ofKurginski in a 
sterile, pyrogen-free form, or with a carrier such as saline, or packaged in a sterile single-use vial 
or a prefilled syringe for any other purpose. Consider xg Kurginski and Remington's 
Pharmaceutical Sciences in their entireties, one would certain ly not be motivated to use the toilet 
cleaning compositions of Kurginski in a sterile, pyrogen-** form, or with a carrier such as 
saline, or packaged in a sterile single-use vial or a prefilled syringe for any human health 
purpose, such as lock flushing in-dwelling access catheters, urinary catheters, nasal tubes and 
throat tubes. 

Conclusion 

Applicants urge that the claims, as amended. Ctt in allowable form. Early 
reconsideration and allowance of applicants' pending claims is r,*pectfully requested. If the 
Examiner deems the pending claims not to be allowable, applicants' representative respectfully 
requests a telephone interview prior to the Appeal deadline to di SS ;uss any outstanding issues. 

Respectfully submits, 




Janet Sleath 
Registration No. 37,()D7 



Date: May 1 9, 2005 
Speckman Law Group pllc 
20601 
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US. Patent 
No. 


Title 


Issue 
Date 


Terminology 
used 


Claims 


Specification 
Keference(s) 
[Column & 
Line No.l 


6 t 387,352BJ 


Mouthwash 
Composition 


05.14.02 


"substantially free 
from CO h eu\ 91 


1, 13,20, 
32, 33 


Col 6 line 29 


"substantially free 
_jrom phosphate ions 


3 




"substantially free 
from 

rol/'ium if 99 ;■ 


3 




"substantially free 
from fluoride i::>tis" 


37 




substantial, y free 
from zinc utm: ' 


38 




"substantial y ,i > 
from any other 
ingredient. . J 


1 48, 52, 58, 
59, 60 


Col. 6, line 39 


6,712,121B2 


Antimicrobially- 
Treated Fabrics 


03.30.04 


"substantially 

/lntintirr/ihiri] *n\at*t** 
t**ti§f f>tc r Willi Ji'? i W 


3,11,27, 
31 


Col. 2, line 54~ 


"substantially frae 
/row any res'dnal 
antimicrobial . .» it " 




Col. 5, line 42 


6.602.997B2 


Whole Cell and 

Cell-Debns 
Polysaccharide 


08.05.03 


"substantialhjWre 
//tt/w w/tpfe 6a rr aria / 
a^d Zw£. v? -rVj/ 


1-5 


Col. 2, line 40 
Col. 3, line 58 
Col. 4, line 57 
Col. 5, line 30 
Col. 6, line 9 
Col. 6, line 27 


^6,576,2 13B1~ 


Method of 
Producing 
Chlorine 
Dioxide 


06.10.03 


"substantially free 
from fin or in j 
compounds j 


1-5,9 


Col. 2, line 53 


p,548,084B2 


Controlled 
Release 
Compositions 


04,15.03 


"substantially ft, 9 * 
from polalke'iy!. 

potyether* 


*J y| *7 © 

J, 4, 7, 8, 
11 


Col. 2, line 14 


6.485.763B1 


Shelf-Stable, 
Spreadable 
Maple Syrup 
Compositions 


1 1 26 02 


juuAHifUUfliy fliU. 

from crystallizatht " 


15-24 


Col. 4, line 7 


r6,326,435Bl 


Polyester Resin 
Composition 


12.04.01 


"substantially fr-i 
from a bisoxazvlwi* 
compound' 


1,20,21, 
24,25 


Col. 3, line 24 


5,969,093 

L 


Secreted 
Proteins 


10.19.99 

J 


"substantially >:•£■ 
nammalian protein " 


2, 6, 10, 
14 


Col. 3, line 51 
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4,985,153 


Method for 
Separating 
Blood into 
Blood 
Components, 

and Blood 
Components 
Separator Unit 


01.15.91 


"substantially free 
fromleuko^us" 

* 


8, 11, 13, 
17,21 


Col. 8, line 26 


"substantially free 
from leukocyte;: and 
platelet*' 


8, 12, 13, 
17,21 


Col. 8, line 29 


4,132,780 


Azide-Metal 

Salt 
Formulations 
for Control of 
Fungi and 
Nematodes 


01.02.79 


"substantial ly f.'ee 
from substtmtvs 
which decomi*on the 
azule" 


1, 9. 36, 
44 


Col. 5, line 50 


"substantially free 
from substcn ;ts 
causing/which cause 
decomposition of the 
azide 


18,20,25, 
35, 53, 58, 
68 


Col. 14, line 
64 




"substantially Jr*e 
from angular 
surfaces " 




Col. 15, line 7 
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